
October 17,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

INTEGRATIVE THERAPEUTICS INC.” 
NF Form&as B PhytoPharmica 

Tyler Encapsulations a Vitaline Form&as 
. - - _- ._--, ._ _. _ ______.” _-.. _ _... -,_ll.--..ll.l-.l.__l_. .._ -_ ^_. “.__ 

ENZYMATlC TIIERAPY’ 
e 

PHYTOPHARMICA’ 
.^.__. --_-.. -._ .-... -,_l-,_-l-.-.. ^___. _.... -__ __ _ 

825 Challenger Drive, Green Bay, WI 5437 I-8328 
P: 920.469.1313 + F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 .a F: 920.469.4418 (Phyto) 

9755 SW Commerce Circle, Suite 82 
Wilsonviile, OR 97070 

P: 503.582.8386 .+ F: 503.582.0467 

RE: Label Claims/Disclaimers 4 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, an&or Distributed by Enzymatic The$py, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 54311 has a label ‘that contains a statement provided by section 403(r)(6) o 
Food, Drug and Cosmetic Act. Enzymatic Therapy> Inc. wishes to take advantage of the exemption to section 201 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market o 
the immediate future, and may be exploratory in nature. 

physician-developed Niacin (as macinamide), ~Vitsmin 136 pyridoxine HCl),. Fotic, Acid, 
dietary supplement that has 
been clinically shown to 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthfuf and not misleading. 

Fh: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /d/l 9 /od 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

P . 
reux 

Chief Financial Officer 
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Tyler Encapsulations -a Vitaline Formulas -.-..-,-.- __-,- -... ‘Mea1 -___ _ . . . .._.. --- I ._- _. 
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October 17,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE? Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured~ Packed, and/or Distributed by Enzymatic Therapy, Inc. at 82.5 
Challenger Drive, Green Bay, Wisconsin 543 1 I has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc, wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

HDL Booster combines essential 
vitamins and minerals, at levels 
recommended by the American Heart 
Association (AHAj, with key amino 
acids, powerful antioxidants, and 
traditional herbal extracts to provide 
superior support fo? cardiovascular 
health. * 

--;--7-.---. .,----;- .-,t-~~-.-- ~-~.-~~--.---~--- 
Vrtamm C (ascorbtc a&), Vxtam;irm E (as naturd mrxed 
tocopherols), Niacin (as ~a~in~~de~, Vitamin B6 (as pyridoxine 
HCl),. Folic Acid, Vitamin I312 (as cyanocobalamin), 
Magnesium (from Magnesium amino acid chelate), Selenium (as 
L-Selenomethior~me), L-arginine (from L-arginine HCl), L- 
Carnitine (tiom L-carnitine L-tar&ate), Coenzyme QlO (CoQlO) 
(ubiquinone lo), Poficosanol, Hawthorn Berry Extract, Taurine, 
Garlic, Grape Seed Extract, Grape Skin Extract, N-acetyl-L- 
cysteine, Alpha Lipoic Acid, Soy Isoff avones, Tocotrienols 

I certify that the information contained in this notice is complete and accurate,and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Da&r, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

P I * 
er ux 

Chief Financial Officer 
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October 17,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc, at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

By reducing C-reactive protein levels; 
HDL Booster helps support the body”s 
natural anti-inflammatory responseq 

Vitamin C (ascorhio acid), Vitamin E (as natural mixed 
tocopherols), Niacin (as niacinamide), Vitamin B6 (as pyridoxine 
WC!&. Folio Acid, Vitamin B12 (as cyanocobalamin), 
Magnesium (from Magnesium amino acid chelate), Selenium (as 
L-Selenomethionine), Lcarginine (from L-arginine HCl), L- 
Camitine (from L-car&me L-tar&ate), Coenzyme QlO (CoQlO) 
(ubiquinone lo), Policosanol, Hawthorn Berry Extract, Taurine, 
Garlic, Grape Seed .Extract, Grape Skin Extract, N-acetyl-L- 
cysteine, Alpha Lipoic Acid, Soyfsoflavones, Tocotrienols 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: @lu 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

. 

Chief Financial Officer 



. 

ATIVE THERAPEUTIC5 INC.” EHZYNATIC THERAPY” 
NF Formuias B PhytoPharmica L 

Tyler Encapsulations .: Vitaiine Formulas ~~~TOPHARMICA’ 
.--_..--_ .._.. x..- .-.-. - -._.- --...“. ._-.._I. -.__ ......_.i_.i..__ _.. -...__. - .__......_ I ....I__.__... --._ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 54311-8328 
Wiisnnvilie, OR 97070 P: 920.469.1313 v F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 a~ F: 503.582.0467 p: 920.469.9099 c F: 920.469.4418 (Phyto) 

October 17,2005 

Office ofNutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

HDL BoosterTM* The smaller HDL-3 is synthesized by 
the liver and intestines. This form, 
which is known as “free cholesterol- 
rich” HDL, scavenges or “scoops up’” 
free cholesterol. The cholesterol is 
then chemically altered by the 
addition of an ester group. When 
sufficient cholesterol is esterified, 
HDL-3 becomes HDL-2, which is 
therefore referred to as “cholesterol 
ester-rich” HDL. HDL-2 is larger in 
size and has been shown to be more 
cardiosupportive than HDL-3. * 

Vitamin C (ascorbic acid), Vitamin E (as natural mixed 
tocopherols), Niacin {as niacinamide), Vitamin B6 (as pyridoxine 
HCl),. Folie Acid, Vitamin 1312 (as cyanocobalamin), 
Magnesium (from Magnesium amino acid chelate), Selenium (as 
L-Selenomethionine), L-arginine (from L-arginine HCl), L- 
Carnitine (from L-earnitine L-tartrate), Coenzyme QlO (CoQlO) 
(ubiquinone lo), Policosanol, Hawthorn Berry Extract, Taurine, 
Garlic, Grape Seed Extract, Grape Skin Extract, N-acetyl-L- 
cysteine, Alpha Lipoic Acid, Soy Isoflavones, Tocotrienols 

I certify that the information contained in this notice is complete and accurate and that Enzymatic ,Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: 
~@~4 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /b// 7/6/ 



If you have any questions, please contact Robert Doster, Senior Vice President of Scie&fic Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

HDL Booster 2 le 
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Wbat~feels likd” 

October 17,2005 

OfIice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by sect&n 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

)L BoosterrM* A trial involved 50 people, who were evaluated prior Vitamin C(ascorbic acid), Vitamin E (as natural 
to the study, then again-at three and six months. After mixed tocopherols}, Niacin (as niacinamide), 
three months of supplementation, good choiesterol VitaminB6 (as pyridoxine NC&. Folic Acid, 
levels increased in all groups.” The changes were Vitamin1312 (as cyanocobalamin), Magnesium 
more pronounced at the six-month time point, where (from $vf~gnes’ium amino acid chelate}, Selenium 
good cholesterol rose up to 23 percent and levels of (as L-Selenomethionine), L-arginine (from L- 
HDL-2 (the best cholesterol) increased 50 percent in 
one subset of participants fHDL ~40 mg/dL).*’ 

arginme HCl), L-Camitine (from L-camitine L- 
tartrate), Coenzyme QlO (CoQltJ) (ubiquinone 

Additionally, the supplement also helped maintain 
healthy triglycerides levels that were already within 
the normal ranges.* Decreases in homocysteine, an 
amino acid found in the blaod that plays a role in 
cardiovascular health, were observed as well.* 

lo), Policosanol, Bawthom Berry Extract, 
Taurine, Garlic, Grape Seed Extract, Grape Skin 
Extract, ~“ac~~i-L”cysteine, Alpha Lipoic Acid, 
Soy Isoflavories, Tocotrienols 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 



If you have any questions, please contact Robert Doster, Seniar Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

HDL Booster 23e 
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October 17, 2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the follawing product is Manufactured, Packed; and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a~label that contains a statement provided 
by section 403(r)(6) of the Federal, Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g){ l)(C) of the a@ md comply with section 403@)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate f?tturq, and may be exploratory 
in nature. 

I certify that the information contained in this not& is complete and accurate and that Enzymatic Therapy, Inc, has 
substantiation that the statements are truthful and not misleading. 

@ lb4 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /d //7 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial O fficer 
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E N Z Y M A T IC  T H E R A P Y  

fN T E C I& A T l V &  T H E R A P E U T ’IC S  IN C .“’ ~ ~ ~ ~ ~ A ~ l ~  T H E R A P Y ”  
N F  F o rm u l a s  4  P h y to P h a rm i c a  &  

T y l e r E n c a p s u l a ti o n s  +  V i ta l i n e  F o rm u l a s  P H Y T O P H A R M IC A ’ 
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9 7 5 5  S W  C o m m e r c e  C i r c l e , S u i te  8 2  8 2 5  C h a l l e n g e r D r i v e , G re e n  B a y , W I 5 4 3 1  l -8 3 2 8  
W i l s o n v i l l e , Q R  9 7 0 7 0  P:  9 2 C L 4 Z r9 .1 3 1 3  o  F : 8 8 8 .5 7 0 .6 4 6 0  ( E n z y m a ti c ) 

P :  5 0 3 .5 8 2 .8 3 &  c  F : 5 0 3 .5 8 2 .0 4 6 7  P:  9 1 0 .4 6 9 .9 0 9 9  6  F : 9 2 0 .4 6 9 .4 4 1 8  ( P h y to ) 

O c to b e r 1 8 ,2 0 0 5  

O ffi c e  o f N u tri ti o n a l  P r o d u c ts , L a b e l i n g  &  
D i e ta ry  S u p p l e m e n ts , H F S  8 1 0  
C e n te r  fo r  F o o d  S a fe ty  a n d  A p p l i e d  N u tri ti o n  
F o o d  a n d  D ru g  A d m i n i s tra ti o n  
5  1 0 0  P a i n t B r a n c h  P a rk w a y  
C o l l e g e  P a rk , M D  2 0 7 4 0  

R E : L a b e l  C l a i m s /D i s c l a i m e rs  

D e a r S i r  o r  M a d a m : 

T h i s  l e tte r  i s  to  n o ti fy  y o u  th a t th e  fo l l o w i n g  p ro d u c t i s  M a n u fa c tu re d , P a c k e d , a n d /o r  D i s tri b u te d  b y  E n z y m a ti c  
T h e ra p y , In c . a t 8 2 5  C h a l l e n g e r D r i v e , G re e n  B a y , $ % c o n s i n  5 4 3  1 1  h a s  a  l a b e l  th a t c o n ta i n s  a  s ta te m e n t p ro v i d e d  
b y  s e c ti o n  4 0 3 (r)(6 )  o f th e  F e d e ra l  F o o d , D ru g  a n d  C o s m e ti c  A c t. E n z y m a ti c  ‘T h e ra p y , In c . w i s h e s  to  ta k e  a d v a n ta g e  
o f th e  e x e m p ti o n  to  s e c ti o n  2 0 1 (g )( l ) (C ) o f th e  a c t a n d  c o m p l y  w i th  s e c ti o n  4 0 3 (+ )(6 ),o f th e  a c t. T h e s e  c l a i m s  a re  
n o t n e c e s s a r i l y  fo r  a  p ro d u c t w e  c u rre n tl y  m a rk e t o r  p l a n  to  m a rk e t i n  th e  i m m e d i a te  fi m n e , a n d  m a y  b e  e x p l o ra to ry  
i n  n a tu re . 

i n n e r l i n i n g  o f th e  a rte r i e s . 

I c e rti fy  th a t th e  i n fo rm a ti o n  c o n ta i n e d  i n  th i s  n o ti c e  i s  c o m p l e te  a n d  a c c u ra te  a n d  th a t E n z y m a ti c  T h e ra p y , In c . h a s  
s u b s ta n ti a ti o n  th a t th e  s ta te m e n ts  a re  tru th fu l  a n d  n o t m i s l e a d i n g . 

R o b e rt D o s te r  
T i tl e : S e n i o r  V i c e  P r e s i d e n t o f S c i e n ti fi c  A ffa i rs  

D a te : /6 /$ & s / 

If y o u  h a v e  a n y  q u e s ti o n s , p l e a s e  c o n ta c t R o b e rt D o s te r, S e n i o r  V i c e  P r e s i d e n t o f S c i e n ti fi c  A ffa i rs  a t 
(9 2 0 ) 4 0 6 -3 6 0 8 . 

S i n c e re l y , 

M i c  
C h i e f F i n a n c i a l  O ffi c e r  
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ENZYMATlC THERAPY. 
8% 

PHYTQPHARMICA’ 
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825 Challenger Drive, Green Bay, WI 5431 l-8328 
p: 920x469.1 313 ‘4 F: 88&.570.6460 (Enzymatic) 

P: 920.469.9099 .e F: 920.469.4418 (Phyto) 

October 18,200.5 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE? Label Ciaims/Disclaimera 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a, label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Dmg and Cosmetic Act. Enzymatic Therapy, Inc; wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act pd comply with section 403(r)(6) ofthe act. These claims are 
not necessarily for a product we currently market or plan-to market in the immediate f&ure, and may be exploratory 
in nature. 

I certify that the information contained in this no&e is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

@f&L 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vie& President of Scienti& Affairs at 
(920) 406-3608. 

P . 
Michael P. Devereux 
Chief Financial Officer 
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9755 SW Commerce Circle, Suite.62 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wiisonville, OR 97070 P: 920.469.1313 C” F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 6 F: 503.582.0467 i”: 920.469.9099 4 F: 920.469.4418 (Phyto) 

October 18, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, Bnzymatic Therapy, Inc, wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate fithrre, and may be exploratory 
in nature. 

mocysteine, an amino aci 
cardiovascular health.” 

I certify that the information contained in this notice is complete and accurate and that Etiymatic Therapy, Inc. has 
substantiation that the statements are trnthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /b /zY Olr( 

If you have any questions, please contact Robert Do&r, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 
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9755 SW Commerce Circle, Suite 62 825 Challenger Drive, Green Bay, WI 5431 ‘i -8328 
Wilsonville, OR 97070 P: 920.469.1313 ++ F: 888.570.6460 (Enzymatic) 

P: 503.582.83X56 c F: 503582.0467 P: 920.469.8099 i F: 920.469.44? 8 (Phyto) 

October 182005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, WFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 I1 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act ‘and comply with section 403(r)(6;) Of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

HDL Boosterr”* In lipid metabolism, supports normd cholesterol 
production and metabolism to help retain healthy 
cholesterol levels that are .&ready within normal 
limits. * 

Niacin @as niacinamide) 

I certify that the information contained-in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and’& misleading. 

By: 
. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE TWRAPEUTlCS INC.” 
NF Formulas + PhytoPharmica 

Tyler Encapsulations * Vitaline Formulas 
_,) _..- ,.. .“..._I ,,_._ - --.. ._ _,__ -_.- .,.. x _.__ -l.l - ___-._ ,..__. 

9755 SW Commerce Circle, Suite B2 

FNZYMATICTWFRA~Y Wilsonville, OR 97070 

ENWMATIC TUIERAPY4 
a 

PHYTOPWilRMICA” 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 WC F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

October 182005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following, produa is Manufactured, Packed, .an&or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal~Food, Drug and Cosmetic Act. Enzymatic Therapy, Q.@ wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act, These claims are 
not necessarily for a product we currently market.or .plan to market in the immediate fttture, and may be expioratory 
in nature. 

HDL Boosterm* Increases good &olesterol levels, 
particularly HDL-2 (the best cholesterol)” 

Niadin (as niaclndmide) 

I certify that the information contained in this notice,is complete and accurate and, that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: f0 //g/o& 

If you have any questions, please contact Robert Doster, Senior Vice President.of ScientiEic Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 
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E N Z Y M A T IC  T H E R A P Y  
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W b a tl 3 e tte rfe .k  l & e : 
-  

IN T E G R A T W E  T W E R A P E U .T l C S  M C .” E N  L Y  M A T IC  T W E R A P Y ’ 
N F  F o rm u l a s  Q  P h y to P h a rm i c a  t 

T y l e r E n c a p s u k d o n s  9  V i ta i i n e  F o rm u l a s  P H Y T Q P H A R M IC A ’ 
_ _ ~ _ _  .,..-_ --. -^*I , .c .-l .-~  - ^ - _ _  _ I.----- . .._  .-- _  ..,_ _ -,.. ..-- )I.. ,^ II- ......._ -_ ._ _ r_ l l .._ _ .. -,._ --. . . .._  -I_ _ ^ l .-.._  

9 7 5 5  S W  C o m m e rc e  C i r c l e , S u i te  B 2  8 2 5  C h a l !e n g e r D r i v e , G re e n  B a y , W I 5 4 3 1  l -8 3 2 8  
W i ts o n v i l l e , O R  9 7 0 7 0  P : 9 2 C L 4 6 9 .1 3 1 3  .e  F : 8 8 8 .5 7 0 .6 4 6 0  ( E n z y m a ti c )  

P : 5 0 3 5 8 2 .8 3 8 6  8  F : 5 0 3 .5 8 2 .0 4 6 7  P : 9 2 + 4 6 9 .9 0 9 9  (r  F : 9 2 0 .4 6 9 .4 4 1 8  ( P h y to ) 

O c to b e r l & 2 0 0 5  

O ffi c e  o f N u tri ti o n a l  P r o d u c ts , L a b e l i n g  &  
D i e ta ry  S u p p l e m e n ts , H F S  8  1 0  
C e n te r  fo r  F o o d  S a fe ty  a n d  A p p l i e d  N u tri ti o n  
F o o d  a n d  D ru g  A d m i n i s tra ti o n  
5  1 0 0  P a i n t B r a n c h  P a rk w a y  
C o l l e g e  P a rk , M D  2 0 7 4 0  

R E i : L a b e l  C l a i m s /D i s c l a i m e rs  

D e a r S i r  o r  M a d a m : 

T h i s  l e tte r  i s  to  n o ti fy  y o u  th a t th e  fo l l o w i n g  p ro d u c t i s  M a n u fa c tu re d , P a c k e d , a p d /a r  D i s tri b u te d  b y  E n z y m a ti c  
T h e ra p y , In c . a t 8 2 5  C h a l l e n g e r D x i v e , G re e n  B a y , W i s c o n s i n  5 4 3 1 1  h a s  a  l a b e l  th a t c o z & a i n s  a  s ta te m e n t p ro v i d e d  
b y  s e c ti o n  4 0 3 (r)(6 )  o f th e  F e d e ra l  F o o d , D ru g  a n d  C o s m e ti c  A c t. E n z y m a ti c  T h e ra p y , In c . w i s h e s  to .ta k e  a d v a n ta g e  
o f th e  e x e m p ti o n  to  s e c ti o n  2 0 1 (g )( l ) (C ) o f th e  a &  a n d  c o m p l y  w i th  s e c ti o n  4 0 3 (r)(6 )  o fth e  g e t. T h e s e  c l a i m s  a re  
n o t n e c e s s a r i l y  fo r  a  p ro d u c t w e  c u rre n tl y  m a rk e t o l t” p l a n  to  m a rk e t i n  th e  i m m e d i a te  fh tu re , a n d  m a y  b e  e x p l o ra to ry  
i n  n a tu re . 

H D L  B o o s te rT M *  T h ro u g h  p e r i p h e ra l  v a s o d & & a ti o n , n i a c i n  a l s o  N i a c i n  (a s  n i a c i n a m i d e ) 
s u p p o rts  th e  re te n ti o n  o f h e a l th y  b l o o d  p re s s u re  
th a t i s  a l re a d y  w i th i n  th e  z m rm a l  ra n g e . *  

I c e rti fy  th a t th e  i n fo rm a ti o n  c o n ta i n e d  i n  t& i s  n o ti c e  i s  c o m p l e te  a n d  a c c u ra te  a n d  th a t @ w y m a ti c  T h e ra p y , In c . h a s  
s u b s ta n ti a ti o n  th a t th e  s ta te m e n ts  a re  tru th fu l  a n d  n o t m i s l e a d i n g . 

B y : 
R o b e rt D o s te r  

T i tl e : S e n i o r  V i c e  P r e s i d e n t o f S ,c i e n ti fi c  A ffa i rs  

If y o u  h a v e  a n y  q u e s ti o n s , p l e a s e  c o n ta c t R o b e rt n e s te r, S e n i o r  V i c e  P r e s i d e n t o f S c i e n ti fi c  A ffa i rs  a t 
(9 2 0 ) 4 0 6 -3 6 0 8 . 

M i c h a e l  P . D e v e re u x  
C h i e f F i n a n c i a l  O ffi c e r  



tN+E.GRATtVE THERAPEUTICS INC.” ~~~V~Art~ THERAPY’ 
NF Formulas b PhytoPharmica a 

Tyler Encapsulations * Vitaiine Formulas PHVTOPWARMICA’ 
_____l____l;“,__ ,-.-^ -._,-_ -._ -__- ._.-.-__-.l--i .I,. -- ._-._ ___ ___^-. ^_^ ,_.-. ._^“I __._._” ._....__ - ̂ -__. -,,, .-“_.-.-.l^ ..- -- 

9755 SW CommerceCircle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 p: 920;469.1313 w F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 + F: 920.469.447 8 (Phyto) 

October l&2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, L-IFS 8 10 
Center for Food Safety and Applied Nutrition 

. Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, facked,and/os Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, %%consin 543 I I has a label. that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and cosmetic Act. Enzymatic Therapy, Ic, wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section,403(~)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the isnmediate future, and may be exploratory 
in nature. 

associated with reduced levels- of C-reactive 
protein, another important indicator of heart 
health. * 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs. 

Date: /5//d&f 

If you have any questions, please contact Robert Qoster, Senior Vice President of ScientiBc Affairs at 
(920)406-3608. 

Sincerely, 

Chief Financial Officer 



IN%-EGRATCVE. +H@RAPEUTICS I@C.” ENXYMATiC TWERAPY” 
NF Form&$ a PhytoPharmica a 

Tyler Encapsulations o Vitaline Formulas PHYT0PHARMICA” 
----_“l--.l-l- ___.^ ,.-- -.^--. -. ----I.1.-L-t” ___.,..,___, I.__-_.-r_C_~_-“)^- ._.- .--.---_ .__ -_“_” -..- II -... 

9755 SW Commerce Circle, Suite 82 $25 Chatienger Drive, Green Bay, WI 5431 l-8328 
Wilsonvilte, OR 97070 Pr 920,469.13‘13 a F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 g F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

October IS,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 IO 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the ,following produet is Manufactured, Pa&ed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay,.Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the FederaI Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section’20l(g}(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently.market,or plan to market in the immediate future, and may be exploratory 
in nature. 

the formation of red and White biood cells and involved 
in the synthesis of certain amino acids.” 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful andnot misleading. 

By: 
~~~~ 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please ‘contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P . Devereux 
Chief Financial Officer 



lhlTECR&TWE +HERAlJ’EUTKS INCe” 
NF Formulas + PhytoPharmica 

Tyler Encapsulations 9 Vitaline Formulas --_--_-___” ..-_. 2.. ...II._--~.l-l ._--- --,” .,.-.- .-” 
9755 SW Commerce Circle, Suite 52 

Wilsonviile, OR 97070 
P: 503.582.8386 d: F: $03.582.Q467 

i$NXYMATlC THERAPY’ 
di 

P~YTOPHARMICA’ 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
Pr 920,469,1313 *? F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 e F: 920.469.4418 (Phyto) 

October l&2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FtE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has alabel that conta&s a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy; Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the.act end comply with section.rZO3(r)(6) bf the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

DNA synthesis, Also lowers 
homocysteine levels. * 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that e statements are truthfuland not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 10 //&+/OS 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientitic Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRA+fVE THERAPEUTICS INC.” 
NF Formulas + PhytoPharmica 

Tyler Encapsulations d Vitaline Farmdas 
_-_.- .- -. _,_ ./.___- ___ __._ t---l__- I_ .-..__. * ._.A ̂ - - 

9755 SW Commerce Circle, Suite E2 
Wilsonville, OR 97070 

P: 503.5X52.8385 Q- F: 503.582.0467 

ENEYMAT1C THERAPY‘ 
L 

PWYYOPSiARMICA* 
“-I_-,_” -.--. - ._I_ _- .._-.,...-_-- _ -.-- _____“_ _-..-- -.- -- 
825 Challenger prive, Green Bay, WI 5431 l-8328 
P: ‘920.469-I 31‘3 ii F: 888.570.6460 (Enzymatic) 

P: 920.463.9099 s F: 920.469.4418 (Phyto) 

October l&2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a ~ab~1~~ contains a statement provided 
by section 403(r)(6) of the FederalFood, Drug and cosmetic Act. Emzymatic The$py,y?,Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the ac;t. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

agnesium (from ma&nesium amino acid 

the normal limits.* 

I certify that the information contained in this notice is complete and accurate iuld that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and tiot misleading. 

~@~~ 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please, contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Mi 
Chief Financial Officer 



IXTECRA%D/E PHERAPEWTlCS INC.” 
NF F&nuias * PhytoPharmica 

Tyler Encapsulations + Vitaline Formulas _, ._.” .-_- .,- .-.-- I._ ^.._ _C?, _- ~.. __.. -“..-^ ^___ - ...I._____ . 
9755 SW Commerce Circle, Suite B2 

Wilsonviile, OR 97070 
P: $03.582.8386 rj F: 503.582.0467 

EWkYMATCC THERAPY” 
& 

PHYTUPHARMICA’ 
- ._“--_ _^_ . . ._ ,._ ̂.x.-“-_“.- __. .-..-._ .-.--..- ___ .I,. ..-.._ ̂ ._ 
825 Challenger @rive, Green Bay, WI 54311-8328 
P: 92Q.469.1313 (s F: %88.57(r.6460 1(Enzymatic) 

P: 92t3.469.9099 c F: 920.469.4418 (Phyto) 

October 182005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied,Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin~543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy; Inc.- wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that truthful and not misleading, 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: P4&!0 $++ 

If you have any questions, please contact RobertDoster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Michael P. Devereux 
Chief Financial Officer 



INTECRATIVL XHLRAPEUTICS INC.- 
NF Formulas c PhytoPharrkca 

ENZYMATIC THFRkpY 
i N rl: 0 R F’ ci R .A T F r3 

What Bi?ttC?Y feels like? c-4 

Tyler Encapsulations o Vitaline Formuias .-- _“.-.,~- --- _._--... - ^“~-I .-_-- ..--.- ^,_.“_.) -. 
9755 S W  Commerce Circle, Suite 82 

Wilsofwille, OR PJO’70 
P: 503582.8386 v F: 503.582.0467 

ENZYMATIC THERAPY. 
&  

PHYTOPHARlWtCA” 
^ _ . . . . . ._” * ._-,....- _._ - -.- .-_.. - ._-^,,. _.-.. _-._ -^__- 

825 Chaffenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.13’13 1 F: &88.570.6460 (Enzymatic) 

p: 920.469.9099 w F: P20.469.4418 (Phyto) 

October 18,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, I-IFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the.follawing product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label mat contams a.statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Thempy, I&: wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act snd comply with section 403(~)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

HDL BoosterTM* Research has revealed that sdlenium Selenium (as L-selenomethionine) I 
supports cardiovascular function. * 

I certify that the information contained in this notice is complete and accurate and that Enqymatic Therapy, Inc. has 
substantiation that the statements are truthful andnat m isleading. 

@d--L 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /O/1&40 5’ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

M ichael P. Devereux 
Chief Financial Officer 



lNTE+RATIVi FHERAPEUTLCS INC.” LNZYMATIC TWERAPY” 
NF Formulas 4 PhytoPharmica at 

Tyler Encapsulations *t Vitaline Formulas PNYlWPHAR~lCA* 
- -.-- -._ .-.-- --^c-~-~~-_^_-_l--_““- _^.,. _I. --. .,-_- --_. .-.--- ,.-_.. --____-_.. - _--_ .__(_--_-_ ____ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 I-8328 
Wilsonviile, OR 97070 P: 920.469.1313 Q F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 o F: 503.582.0467 P: 920.469.9099 o F: 920.469.4418 (Phyto) 

October 19,2005 

Office of Nutritional Products, Labeling & 
Dietary- Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured Packed, an&or Pist@buted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label tliat contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug-a$ cosmetic Act. Enzymatic Therapy, Inc, wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section #3(i)(6) ofthe act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

HDL Booster~i An importaht amino &id a&‘p~et%rsor 
to nitric oxide (NO}, which is important 

L-Argiriimi HCI) 

for the health of the cardiovascular, 
immune, and nervow system,* 

I certify that the information contained i.n this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: ~@~~ 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /o//cl/of 

If you have any questions, please contact Robert Doster, Senior Vice-President of Scientiftc Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 
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F N Z ~ M A T IC T H F R A P Y  
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wbat&?t ter feels i ike:  -  

I N T E E R A T I V E  T H E R A P E U T i C S  IP .lC..” L N Z Y M A T K  T H E R A P Y ” 
NF  F o r m u l %  C* Phy toPharm ica  6r  

Ty ler  Encapsu la t ibns  * Vi taf ine Formu las  P W Y V O P H A R M ICA’ 
-._- _.-, “- l -_^.  __-.  + ” ..-_- --.--._ .._ .- _-..,_. _  _  .” _-. - ~  -_ .___ “._. --,--- .._I.I.-,.._..I.-~__. - ^  . -__.___ -_  __... 

9 7 5 5  S W  C o m m e r c e  Circle,  Su i te  8 2  825 ,Chakager  Drive,  G r e e n  Bay,  W I 5 4 3 1  l -8328  
Wi lsonvUle ,  O R  9 ‘7 0 7 0  p: 920 .469.1313 

P : 503.582.838’6  e ‘ F: 503 .582.0467 
+ . F: 888 .570.6460 (Enzymat ic )  

p: 920 .469.9099 B ’ F: 920 .469.4418 (Phyto)  

O cto b e r  1 9 ,2 0 0 5  

O ffice  o f N u tritio n a l  P r o d u c ts, L a b e l i n g  &  
Dietary S u p p l e m e n ts, H F S  8 1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tritio n  
F o o d  a n d  D r u g  A d m inistrat ion 
5  1 0 0  P a int B r a n c h  Parkway  
Co l l ege  Park , M D  2 0 7 4 0  

R E : L a b e l  Cla ims/Disc la imers 

D e a r  S ir o r  M a d a m : 

This  letter is to  n o tify y o u  th a t th e  fo l lo@ n g  p r o d u c t is M a n u factured,  P a c k e d ,, a n d /o r  R is t&buted by  E n z y m a tic 
T h e r a p y , Inc. a t 8 2 5  Cha l l enge r  Drive, G r e e n  B a y , W isconsin 5 4 3  1 1  h a s  a  labe l  th a t c o a ta insa  sta te m e n t p rov ided  
by  sect ion 403( r ) (6 )  o f th e  Federa l  F o o d , D r u g  a n d  C o s m e tic Ac t. E n z y m a tic T h e r a p y , Inc. w ishes to  ta k e  a d v a n ta g e  
o f th e  e x e m p tio n  to  sect ion 2 O l(g)(  l ) (C) o f th e  act a n d  comply  with sect ion 403( r ) (6 )  o f th e  act. T h e s e  c la ims a r e  
n o t necessar i ly  fo r  a  p r o d u c t w e  current ly  m a r k e t o r p l a n  to  m a r k e t in  th e  i m m e d i a te  fu tie , a n d  m a y  b e  exp lora tory  
in  n a tu r e . 

H D L  B o o s te rTM*  In  cl inical stu d y , a n  L -a rg in ine -enr i ched  t-A rg i rd  (as  Ih r g i & &  HCl)  
d iet  i nc reased  g o o d  cholestero l  levels.* ’ 

I certify th a t th e  in format ion c o n ta i n e d  in  th is  n o tice  is c o m p l e te  a n d  accura te  a n d  th a t E n z y m a tic T h e r a p y , Inc. h a s  
substant ia t ion th a t th e  sta te m e n ts a r e  truthful a n d  n o t m is leading.  

By : 
~ @ ~ ~  s 

R o b e r t Doster  
Title: S e n i o r  V ice P r e s i d e n t o f Scienti f ic A ffa i rs 

D a te : /B //$ /o fl 

If y o u  h a v e  a n y  q u e s tio n s , p lease  c o n tact R o b e r t Doster,  S e n i o r  V ice P r e s i d e n t o f Scienti f ic A ffa i rs a t 
( 9 2 0 )  4 0 6 3 6 0 8 . 

M ichael  P . Deve reux  
Ch ie f F inanc ia l  O ffice r  



INTEGRATIVE ~3‘WERAPEUTICS INC.” 
NF Foimuiak + PhytoPharmick 

Tyler Encapsulatians 8 Vitaline Formulas 
- ..I _----.., -.--..- -~I-+;.-.-.~~-.-~ .-_, -_, II .I ,,.__‘ .__ 

9355 Z;W Cammerce Circle, Suite 82 
Wflsonvifk, OR 97070 

P: 503.582.8366 in, F: 503.582.0467 

- 

ENZYMATIC THERAPY’ 
al 

PMVTOPl6lARMICA* 
- .“. _I ..-.. _.. I”“__ _ _ ......_.__.I__ ._- __... “- ‘.._.. -. _- __-. .-._ _ - 
825 ChalIenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 + F: 8&8.570.6460 (Enzymatic) 

P: 920.4k9.9099 o F: 920.469.4418 (Phyto) 

October 19,2005 

Office of Nutritional Products, Labehng & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
Coilege Park, MD 20740 

RE3: Label CiaimsAXsclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or,-r)istributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that containsa statement provided 
by section 403(r)(6) of the FederalFood Drug and Cosmetic Act. Enzymatic Therapy* Inc, wishes to take advantage 
of the exemption to section’2Ol(g)fl)(C) of the act and comply with section 403(r)(6) of the act, These claims are 
not necessariiy for a product we currently market or plan to market in the immediate fi&re, and may be exploratory 
in nature, 

is a key factor in metabolism, supporting Coermyme QlO (COQIO) (ubiquinone 10) 
the production of cellular energy. * 

I 

I certify that the information contained :rn this notice-is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: ~@~i 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doater,‘Senior Vice President of ScientZc Affairs at 
(920)406-3608. 

P . 
Michael P. Devereux 
Chief Financial Officer 



ENZYMATIC THFKA~Y 

INTEGRATIVE THERAPEUTICS IN$L” 
NF Formulds a PhytoPharmica 

Tyler Encapsulations Q Vitaline Formulas .If -.-- --_^.._ _.-__-- -” -.-.. x .1---- -^ l-l.l__l__._rl._ 
9755 SW Commerce Circle, Suite B2 

Wilsonvilfe, OR 97070 
P: 503.%32.83;86 ++ F: 503.582.0467 

October 19,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

ENZYMATIC THERAPY’ 
ca 

PHYTOPXARMICA” 
- .._. -. ,- __._ ^- .-.-- -^.-_“-l^_^-~l- .-.- .-__- __. _ ..__ -_ ____. 
825 Challenger Drive, Green ,Bay, WI 5431 I-8328 
P: 920.46$,1313 + F: 888.570.6460 (Enzymatic) 

p:‘920:469.9099 * F: 920.469..4418 (Phyto) 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, C&en Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 4~3(~)~6~oft~~ act. These claims are 
not necessarily for a product we currently market or pian to market in the. immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete andaccurate and that Enzymatic Therapy, Inc. has 
truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of ScientiGo Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-36&L 

P . 
Mfchael P. Devereux 
Chief Financial Officer 



INTEORATIVE TjWiRAPEUTtCJ INC.” E+ZYtb!lATtC THERAPY’ 
NF Formulas c PhytoPharmCca . Br 

Tyler Encapsulations + Vitaiine Formulas PRYTCW’HARMtCA’ 
_-_- .,” ___-“...^- _I -,_. --.- . . --___----^ . . . . I” . - -.._ _... -.,-. ” __- ~“.,-- _,__ I ..-. - ..-. _ -.-. - ..-- __^... -../,.. .,^ -..-. 

9755 ‘SW Commerce Circb, Suite 82 82.5 Challenger Drive, Green Bay, W154311-8328 
Wilsonuille, OR 9707-O P: 920.469.j 313 * F: 888.5706460 (Enzymatic) 

P: 503.58X8385 e F: 503.582.0467 P: 920.4699099 + F: 920.469.4418 (Phyto) 

October 13,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

I-39 Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, aqd/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C) of the act qnd comply with section 403(r)(6) of.& act. These claims are 
not necessarily for a product we currently market or plan to market in the imm&ljate fbture, and may be exploratory 
in nature. 

HDL BoosterTM* L-carnitine supportshealthy blood L-Garnitine (as L-car&i& Ltartarate) 
flow.* 

I I 
I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and’slot misleading. 

By: ~~~ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Mi<hael P. Devereux 
Chief Financial Officer 



.  I  
:  . . . ,,, -  

l N T E C R - A T IV E  T H E R A P E U T IC S  & N C .- E N 2 Y M A T IC  T H E R A P Y ”  
&IF  F o rm u l a s  L  P h y to P h a rm i c &  &  

T y l e r E n c a p s u l $ ti o h s  ‘u - V i ta l i n e  F o rm u l a s  P W Y T O P H A R M IC A ”  
_ _  _ _ _ .-^ _ _ - -  _ _ _ - “x c _ ..--.-_ .--.I-.l ”_ .“...-.- ---  ----  “_  ,_ ,l l , _ _  -  _ _ ..-. ._ _ _ _ --.. .._ . ~ -. -._ . _ ._ .-.. -.. . .“-.- .._ .. 

9 7 5 5  S W  C a n & e r c e  C i r c l e , S u i te  B 2  8 2 5  C h a l l e n g e r D r i v e , G re e n  B a y , W I 5 4 3 1  I-8 3 2 8  
W i l s o n v M e , O R  9 7 0 7 0  p : 3 2 0 .4 6 9 ;l J I 3  e  F : 8 8 8 .5 7 0 .6 4 6 0  ( E n z y m a ti c ) 

P :  5 0 3 .5 8 2 .8 3 8 6  c  F : 5 0 3 .5 8 2 .0 4 6 7  p : 9 2 O A 6 9 .9 0 9 9  a  F : 9 2 0 .4 6 9 .4 4 7  8  ( P h y to ) 

O c to b e r 1 9 ,2 0 0 5  

O ffi c e  o f N u tri ti o n a l  P r o d u c ts , L a b e l i n g  &  
D i e ta ry  S u p p l e m e n ts , H F S  8  1 0  
C e n te r  fo r  F o o d  S a fe ty  a n d  A p p l i e d  N u t-r&n  
F o o d  a n d  D ru g  A d m i n i s tra ti o n  
5  1 0 0  P a i n t B r a n c h  P a rk w a y  
C o l l e g e  P a rk , M D  2 0 7 4 0  

R E : L a b e l  C l a i m s /D i s c l a i m e rs  

D e a r S i r  o r  M a d a m : 

T h i s  l e tte r  i s  to  n o ti fy  y o u  th a t th e  fo l l o w i n g  p ro d u c t i s  M a n u fa c ti e d , P a c k e d , q n & o r D i s tri b u te d  b y  E n z y m a ti c  
T h e ra p y , In c . a t 8 2 5  C h a l l e n g e r D r i v e , G re e n  B a y , W i s c o n s i n  5 4 3  1 1  h a s  a  l a b e l  th a t c o n ta i n s  a  s ta te m e n t p ro v i d e d  
b y  s e c ti o n  4 0 3 (r)(6 )  o f th e  F e d e ra l  F o o d , D ru g  a n d  C o s m $ c  A c t. E n z y m a ti c  T h e ra p y , In c , w i s h e s  to  ta k e  a d v a n ta g e  
o f th e  e x e m p ti o n  to  s e c ti o n  2 O l (g ) i l ) (C ) o f th e  a c t a n d  c o m p l y  w i th  s e c ti o n  4 0 3 (r}(6 )a f th e .a c t. T h e s e  c l a i m s  a re  
n o t n e c e s s a r i l y  fo r  a  p ro d u c t w e  c u rre n tl y  m a rk e t b rp l a n  to  m a rk e t i n  th e  i m m e d i @ e  ~ t~ ~ ~ ~ a p d  m a y  b e  e x p l o ra to ry  
i n  n a tu re . 

& & a l l y  s h o w n  to  s u p p o rt@ te r i a l  
h e a l th .*  _  

I c e rti fy  th a t th e  i n fo rm a ti o n  c o n ta i n e d  i n  th i s  n o ti c e  i s  c o m p l e te  a n d  a c c u ra te  a n d  th a t & q m a ti c  T h e ra p y , In c . h a s  
s u b s ta n ti a ti o n  th a t e , tru th fu l  a n d  n o t m i s l e a d i n g . 

B y : 
R o b e rt D o s te r  

T i tl e : S e n i o r  V i c e  P r e s i d e n t o f S c i e n ti fi c  A ffa i rs  

D a te : /o  

If y o u  h a v e  a n y  q u e s ti o n s , p l e a s e  c o n ta c t R o b e rt D o s te r,% e n i o r  V i c e  P r e s i d e n t o f S & n ti fi c  A ffa i rs  a t 
(9 2 0 )4 0 6 -3 6 0 8 . 

M i c h a e l  P . D e v e re u x  
C h i e f F i n a n c i a l  O ffi c e r  



‘_ 

INTEG,RATIVF; THERAPEUl”1CS INI;e” 
NF Formulas * PhytoPharmica 

Tvler Encaosuiations * Vitaline Fortnut& 

EIUXY~MATIC THERAPY’ 
&  

PkYTOPHARMICA” 
_--_____ _,_ ~_. _,.“_.L .,___ __ ___ - _.---._ _..._.,- .-.1__- ^_ __-_ x .,._. I .x,._.--_ _-. .-- - ._.- - ..-.-- .--- ----_----.- 

9755 S W  Commerce Circle, Suite B2 825 Chaltenget Drive, Green Bay, WI 5431 l-8328 
Witsonv’riie, OR 97070 P: 92cL469.1313 c F: 888.570.6460 (Enzymatic) 

P: 503,582.6386 o F: 503.582.0467 _ p: 920:469.9099 P  F: 920.469.4418 (Phyto) 

October 19,2005 

Office of Nutritional Products, Labeling (5% 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RB: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, .and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that conta$s a statement provided 
by section 403(r)(6) of the FederalFood, Drug and cosmetic Act. Enzymatic Therapy, Inc, wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(S) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the iI~~dia~e”fn~re, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that e truthful and not m isleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /b //e/o s” 

If you have any questions, please contact Robert Doster, Senior Vice President of Scienti& Affairs at 
(920) 406-3608. 

M ichael P. Devereux 
Chief Financial Officer 



.ZI 

: 

lNTCCRATlVL PHEffAPEUTICS INC. -  
NF Formul& + PhytoPharmica 

Tyler Encapsularibns + Yitaline Formulas ..____( --“_- .-_._ -“__--_- -._-------l^--._l-ll -.. 
9755 S W  Commerce Circle, Suite B2 

‘ENZYMATIC THERAPY ~ 
INUOWFUG!ATEZ 

W ilsonvdle, OR 97070 
P: 503S82.8386 L F: 503.582.0467 

O c tober 19,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

ti’MZYMATIC PHWERAPY” 
6l 

P#+Y70FNARMlCA* 
_“,_ ̂_.- c..I_..I_. “. “_.-- _,.^_ ___ .--ll.-.._--. __- _.__. -_-- 
825 ChaHehger Drive, Green Bay, W I 5431 l-8328 
P: 920.469,‘1313 4. F: 888.570.6460 (Enzymatic) 

P: 920.4d9.9099 4~+ F: 920.469.4418 (Phyto) 

This  letter is  to notify you that the following product is  Manufactured, Paeked,~and/or Distributed by Enzymatic  
Therapy, Inc. at 825 Challenger Dr ive, Green Bay, ~isc~~s~ 543 13 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic  Act. Enzymatic  Therapy, Inc, wishes to take advantage 
of the exemption to section 201(g)(l) (C) of the aot &nd compIy with section 403(r)(6) of the act. These c laims are 
not necessarily  for a product we currently  market or plan to market ,m the immediate fnture, and may be exploratory 
in nature. 

contractility  and c irculstion.“. 

I certify  that the information containedin this notice is  complete and accurate and that Enzymatic  Therapy, Inc. has 
substantiation that the statements are truthful and not mis leading. 

~@~~, 
By: 

Robert Doster 
T itle: Senior Vice President of Scientifz Affairs 

Date: /0//9/x  

If you have any questions, please contact Robert Do&r, Senior Vice President of Scientific  Affairs at 
(920)406-3608. 

P . 
Michael P. Devereux 
Chief F inancial O fficer 



IN+fC~ATIV~~+~6RAPtUTICS INC.” ENXYNlATlC THERAPY’ 
NF Formulas B- PhytoPharmica cn 

_; .. 
,I 

Tyler Encapsulations 9 Vitaline Ffxmulas 
.-- .-_____l____.___l__. “_^ -_._^ __- _.-__,__ -I- _.-._._ ~_I- 

PHYTOPHABMICA” 

9755 SW Commerce Circle, Suite,82 
WilsonwiIle, OR 97070 

P: 503.582.83516 * F: 503.582.0467 

..-..-- -“-- __(___” .c_.-- .._._^__ f ____. - ..-,. -_-,.“_^ _..--. 
825 Challenger Drive, Green Bay, WI 5431 I-8328 
P: 920~469.1313 q, F: 888.570.6460 (Enzymatic) 

P: 920.46Si.9099 Q F: 920.469.4418 (Phyto) 

October 19,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 5: 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Di&&uted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, lNisconsin 543 13 has a labgJ.that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes~to take advarxtage 
of the exemption to section 20 l(g}( l)(C).of the act and comply with section 403(r)(6) of the .act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate f&n-e, and may be exploratory 
in nature. 

resulted in a 14 p&cent increase in HDL 
cholesterol over an g-week period.* 

I certify that the information contained in this not&e is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that e tmthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /o/19/& 

If you have any questions, please contact Robert Duster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, . 
Chief Financial Officer 



“I 

:  :  

F N Z Y M A T IC  T H F R A ~ Y  
iNCaRPakkTEn  

w h a tB e t& r j a s w a ~  -  

f N T E G R A T f V ~  T H E R A P E U T f C I  INC.’ E N Z Y M A T I C  T H E R A P Y ’ 
NF~Formu l$s  a. Phy toPharm ica  4 %  

Tyler  Encapsu iak ions  4  Vi ta l ine Formu las  P H Y T O P H A R M ICA” 
-^__..,  .-.. - -  “.~  -.-IIx-.~- .,.... “_ _ _ _ _  ._-,. ___--1-_. ,_  “_._^ l  . . . . . I .^ ._... I 1- -  ---  .-.- .--.-.. .__.h.W -._.-- .__.--- I . .--^_---. 

9 7 5 5  S W  C o m m e r c e  Circle,  S u i $ e  f32 8 2 5  Cha l lenger  Drive,  G r e e n  Bay,  W I 5 4 3 X 1 - 8 3 2 8  
Wi lsonvi l le ,  O R . 9 7 0 7 0  Q : 920 .4668.1313 a  F: 888 .570.6460 (Enzymat ic )  

P : .503,582.83”8 6  e  F: S O 3 .582.0467 P : 920 .469.9099‘ +  F: 920 .469.4418 (Phyto)  

O cto b e r  2 0 ,2 0 0 5  

O ffice  o f N u tritio n a l  P r o d u c ts, L a b e l i n g  &  
Dietary S u p p l e m e n ts, H F S  8  1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tritio n  
F o o d  a n d  D r u g  A d m inistrat ion 
5  1 0 0  P a int B r a n c h  Parkway  
Co l l ege  Park , M D  2 0 7 4 0  

R I?  L a b e l  Cla ims/Disc la imers 

D e a r  S ir o r  M a d a m : 

This  letter is to  n o tify y o u  th a t th e  fo l low ing  p r o d trot is M a n u fac tu re& P a c k e d , a r@ or  Distr ibuted by  E n z y m a tic 
T h e r a p y , Inc. a t 8 2 5  Cha l l enge r  Drive, G r e e n  B a y , W isconsin 5 4 3  1 1  h a s  a  labe l  th a t c o n t& n s  a  sta te m e n t p rov ided  
by  sect ion 403( r ) (6 )  o f th e  Federa l  F o o d , D r u g  a n d  C o s m e tic Ac t. E n z y m a tic T h e r a p y , Inc. w ishes to  ta k e  a d v a n ta g e  
o f th e  e x e m p tio n  to  sect ion 2 0 1 ( g ) (  l )(C),of the a & a n d  comply  with sect ion 4 0 3 & ( 6 ) ~ o f th e  act. T h e s e  c la ims a r e  
n o t necessar i ly  fo r  a  p r o d u c t w e  current ly  m a r k e t o r  p l a n  to  m a r k e t in  th e  i m m e d i a te  fu tu r e , a n d  m a y  b e  exp lora tory  
in  n a tu r e . 

a l ready  wi th in th e  n o r m a l  r a n g e .* 

I certify th a t th e  in format ion c o n ta i n e d  in  th is  n o tice  is c o m p l e te  a n d  accura te  a n d  th a t E n z y m a tic T h e r a p y , Inc. h a s  
substant ia t ion th a t th e  sta te m e n ts a r e  truthful a n d  n o t m is leading.  

By : 
~ ~ ~  

R o b e r t Doster  
Title: S e n i o r  V ice P r e s i d e n t o f Scienti f ic A ffa i rs 

D a te : /U /2 0 /6 5 / 

If y o u  h a v e  a n y  q u e s tio n s , p lease  c o n tact R o b e r t Doster,  S e n i o r  V ice P r e s i d e n t o f3cient i f”rc A ffa i rs a t 
( 9 2 0 ) 4 0 6 - 3 6 0 8 . 

S incerely,  

Ch ie f F inanc ia l  O ffice r  



INtECRAJlVE TNERAPEUTICS ENC.” ~~XY~ATle THERAPY* 
NF FormulSs d PhytaPharmica sr 

_. 
,’ 

FNZ~MATI~~THFRA~Y 
?N5:E3RF’ORATCD 

Tyler Encapsulakbw G Vitaline Farmulas 
--.----.--L.- ..-, --“.~--- - I.““x- __----..-“__x,_x _ ..,__. 

9755 SW Commerce Circle, Suite BZ 
Wilsontilie, OR 97070 

P: XKCi82.8386 bi F: 503.582.0467 

PHYTO.PHARMtCA” 
_ -.... “a .-.- __-^I-._ .-.- -----_.-” _.-..-....,,_ --_.-_ _.__ -- .__^ 
825 ~ha’llenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469;1313 a Fz 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

October 20,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
CoIlege Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the folio-wing product is Manufactured, Packed, ar@ux Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 I 1 hasa label that ~~~ta~~ a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy;Ing. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and compiy with section 403(r)(6) sf the act. These claims are 
not necessarily for a product we currently market or plan to market in the i~ediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate a$ that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and.not misleading. 

By: I 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /a /26 /id 

If you have any questions, please contact Robert Roster, Senior Vice President of &i&i&c Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Qfficer 



, 
.) 

ENZYMATIC THFRAPY 

iNYEGRAYiVE ~HERAPEUTBCS (NC,” 
NF’Formoias +A PhytoPharmica 

Tyler Enca,psu&&ns qf Vitaline Farmulas 
_ __._,. l.,,--__-^-- .--. _” -.._ -.__..- ._--.- “̂  _ll_l_ll -_. 

9‘755 SW Cpmmerce Circle, 5uite 82 
Wiisonuille, OR 97070 

P: 503.582.8386 * F: 503.582;0467 

October 20, 2005 

,’ 

ENZYMATIC THERAPY’ 
67 

PNYTOPWARMICA’~ 
_ .__. _..-. -. 

825 Challeng& Drive, Green Bay, WI 5431 I-8328 
P: 920.469,1 Jl3 ar F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 ‘a F: 920.469.4418 (Phyto) 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RFX Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/ur Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that containa a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, I&. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C} of the aut ztnd comply with section 403@)(6)‘of the act. These claims are 
not necessarily for a product we currently market or plan to market& the immediate future, and may be exploratory 
in nature. 

protect against oxidative d&age.* 

I certify that the information contained in &is notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
~~~ 

Robert Doster 
Title: Senior Vice President of Scientific Affairs, 

If you have any questions, please contact Robert Doster, Senior Vice President of Seientifjc Affairs at 
(920) 4063608. 

Sin erely, 

JkJJP 
. 

Michael P. Devereux 
Chief Financial O fficer 



.‘, .: 

IWTEC;RATXVE ‘T~~~A~~UTl~$ WC.” ENLYMATIC THERAPY’ 
NF Formulds Q PhytoPh‘armica 6r 

Tyler Encapsulations o Vitatine Formulas PHYTOPHARMICAe 
____----_ _-.“_- -__ Ix_ _-.__--_-“._. __-_^_-._ “-.l-.^__ “. ._-. ̂ _^ ,.” -. . . ^ .-“..x._I.^- __._._I x..^- -.._ --- ._I.._._. - ._._ ---_ 

9755 SW Commerce Circle, Suite 82 825 .Challsnger Drive, Green Bay, WI 543 17 -8328 
Wilsonvifle, OR 97070 P: 920.464.1313 * F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 rb F: 503.582.0467 P: 92D.469.9099 * F: 920.469.4418 (Phyto) 

October 20,2005 

Oftice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, @eked, ~~or.~i~buted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 I 1 has a label that &mains a statement provided 
by section 403(r)(6) of the Federal Food, Drug a$ CosmeticAct. Enzymatic Therapy, In?. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the a&and comply with section 4~~(~)(6)~of the act. These claims are 
not necessarily for a product we currently market w planto market in the.i~~diate-~t~e, and may be exploratory 
in nature. 

arteries. * Also, helps maint$n healthy Extract 
blood pressure levels already- within the 
normal ranlte.* 

I certify that the information contained in.this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that truthful and tiot misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: dZP/o~ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P . Devereux 
Chief Financial Officer 



INT$GRA+lVE +H$~Af=EtJTICS INC.- 
NF Fwmulas c PhytoPharmica 

Tyler Encapsutafions + Vitaline Formulas ___^___ _.-- - ___-.-. _-___xi.-ll_I_-__..^.- _.,.._,. ^- 
9755 SW Commerce Circle, Suite 52 

Wilsanvifie, OR 97070 
P: 503.582.8386 e F: 503.582:0467 

ENZYMATIC WfERAPY 
fa 

PHYTOPWARfWICA* 
.,- ,...- I -.._ -_.i__-l_- -.-. I_ ,__^.__ -I-__-.--11_ . ..-.1-._ 
825 Chaknger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.f 313 ‘e F: 888.570,6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.447 8 (Phyto) 

October 20, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, WFS 810 
Center for Food Safety and Applied N@rition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that tie foilqwing product is Manufactured, Packed, a&/or DisFbuted by Enzymatic 
Therapy, Inc. at 825 Challenger l%ive, C&&n Bay, Wisconsin 543 11 has a label @at contams a statement provided 
by section 403(r)(6) of the Federal Food, Drug-and Cosmetic Act. Enawtic Th&rapjr, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with sectian 493(r)(6) oftbe act. These claims are 
not necessarily for a product we currently marketor plan to market ita the immediate future, +nd may be exploratory 
in nature. 

aurme poqsesses 
membrane-supportive prop&ies.* 

I certify that the information contained in this not& is cotiplete and accurate and that’ Enzymatic Therapy, Inc. has 
substitiation that tmthf% and nrit misle&ng. 

By: 
Robert Doster 

Title: Senior‘ Vice President of Scientific Affairs 

Date: /a /w/ad 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sine rely, 

~~ 
. 

Michael P . Devereux 
Chief Financial Officer 



INTEttKATI~~ ,TXER&PEUTiCS INC.” 
NF Farmutiis b PhytoPharmica ,,I 

Tyker Encapsulations ta Vitaline Fdcfiulas -._-.,“-._- ..,__- ____“._ .,._ -_.__ _-_._-..,-___..-. .__ ..__ “__ 
9755’SW Commerce Circle, Suite B2 

ENZYIWATIC TWERAPY” 
6 

PWYTOPHARMICA’ 
_. . . . . L.-. _.._ .__II__.___. -__-.----_-__- . I _ _ _._ “_._ .- 
825 Chalkpger Drive, Green Bay, WI 54311-8328 

FNZYMATXCTHFRAPY Witsanvitle, OR 97070 P: 9?0.469,7 313 o F: 888.570.6460 (Enzymatic) 

t r-4 G a R P 0 R .G v e t.2 P: $03.582.8386 rr F: 503.582.0467 P: 920.469.9099 n, F: 920.469.4418 (Phyto) 

October 20,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following prodzlGt is Manufactured, Packed, arm/or Distributed. by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay’,Wisconsm 543 I1 has a label &at.contai& a statement provided 
by section 403(r)(6) of the Federal Food, Drvg afid,%osmetic Act. Enzymatic Th&apy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with se&on403(r)f6) ofthe act. These claims are 
not necessarily for a product we currently market or plan to market in ~e-i~~~e-~~~~ and may be exploratory 
in nature. 

I levels.* 

I certify that the information contz%ned in this notice is complete and accurate ana that Encymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misieading. 

uy. 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: /u/W/&f 

If you have any questions, please contact Robert Doster, Senior Vice President of Scienfidc Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATW-E THE~RAPEUTtC~ INC.” ENZYMATIC THERAPY’ 
NF Formulas + PhytoPharmica at 

Tyler Encapsulations pi Yitaline Formulas PHYTOPHARMICA’ 
“. “._- ,___,. _ ___- __^ _- x.~ ..,_.. -__---._^--.“__,~-.___” .-^ __--..._.I_..- _ -___ _ .-.~.eI--p.“.-.e.- -._- “_. --_- -.-.-. ..-. 

9355 SW CoAmerce Circle, SLite 82 825 Chalknger Drive, Green Bay, WI 54311-8328 
WilsdnviUe, OR 97070 

P: 5d3.582.83'ii6 * F: 503.582.0467‘ 
P: 920.46$.1313 Q F: 888.570.646O (Enzymatic) 

P: 920.469.9099 Q F: 920.469.4418 (Phyto) 

October 20,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This ietter is to notify you that the following prodt+tis Manufactured, Packed, and/cr Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive;Green Bay, Wisconsin 543 I1 has a ilabelth&t contains a statement provided 
by section 403(r)(6) of the Federal Faod, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( I)(C) of the act,and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

e-ranging cardiovascul 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
@jRC 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /b /,&9/D/ 

If you have any questions, piease contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



JNTiGRAFJVi? TJJERAPJXitICJ INC.* 
NF FormuMs 4, PhytaPhafmka 

Tyler Encapsu[a&ions 4r .Vitaline Formuias .__L. -,.-._ --_ ._- ^“.l.l--,.“.l. -. I_ --._-. ._. ,., .,.. ..“_ 
9755 SW Commerce Circle, Suite &2 

Wilsdnville, OR 97070 
P: 50X582.8&36 c F: 503.582.Oi67 

October 20,2&X 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

’ 

,- ” 

ENXYMATIE THERAPY’ 
ea 

PHYT0’PMARMICA’ 
___._--__A”-“_1 ..--- “.__“~ __ __.____,__ - ._. -.-.-__ _- _.^.__-_ _ 

825 Chakng$r Drive, Green Bay, WI 5431 l-8328 
P: 920.469,1313 + F: 888.570.6460 (Enzymatic) 

P: 920.469.9039 s. F: 920.469.4418 (Phyto) 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Wnufactured, Packed, undor Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 5431 I. has a label thatcontsins a statement provided 
by section 403(r)(6) of the Federal Food, Drug an@ Cosmetic’icct. Enzymatic Therapy, Ine, wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the @t‘wd comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or pian to market in the‘immediatd future, and may be exploratory 
in nature. 

1 cholesterol levels, particularly HDL-2 I 
cholesterol.* - 

I certify that the information con&e& in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please conta$ Robert Doster, Senior Vice President of Scientific AfTairs at 
(920) 406-3608. 

P . 
Michael P. Devereux 
Chief Financial Officer 



ENTEGRATW@ ,THERAPEUTIC~ INC.” ENZYMATIC THERAPY’ 
NF Form&as C’ PhytoPharmica 82 

Tyler Encapsul&ons + Vitaline Formulas -_._ . ..-.-... * .__,-.. “-,.c.“-.- ---...._.x ̂ i__“- -..-,. ..,. 
9755 SW Commerce Circle, Suite 62 

Wilsonviile, bR 97050 
P: 503.582.8386 + F: 503.582.0467 

,: 

PWYTOPMARMZCA* 
__^_“- .-_-...-. . .---_ -.._. -__-.-_ .._--.--. ._..___^_.. -_--_. 

825 Challenger Drive, Green Bay, WI 54311-8328 
P: 920.46P.1313 - F: B88.570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

October 20, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Faint Branch Parkway 
College Park, MD 20740 

RJ3: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following produet is Manufactured, Packed, ?n&/or Distributed~by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 54311 has a label that eumains a statement provided 
by section 403(r)(6) of the Federal Food, Drug andcosmetic Act. Enzymatic Therapy; Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act &nd comply with section 403(r)(6) ofthe act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate &&n-e, and may be exploratory 
in nature. 

phytonutrients, known as polyphenols.* Skin (Vi& vimfera) Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that merits are truthful and not misleading. 

it4 
By: 

Robert Doster 
Title: Senior Vice President of SCientifGz Affairs 

Date: /a /;K> /oJ/ 

If you have any questions, please eontact Robert Doster, Senior Vice President-of Scientific Affairs at 
(920)406-3608. 

Michael P, Devereux 
Chief Financial Officer 



. I  

~ N T R G R ~ ~ t , V . ~  T M E R A P E U T K E  INCe” S & A l ~ Z Y f t $ A T l C  T M E R A P Y ’ 
NF  .Farmulas  +  Phy toPharm ica  &  

‘Tyler  Encapsu la t ibns  +  Vi taf ine Far inu i$  P W Y T O P H A R M ICA’ 
.“, ,’ _ _ ~ _  ____..--  __-__.  ._._. .,._,_ *-__ ‘-“---.“.xI.‘- ___.-_.-  -_^ . -____.  -  ...__I_,,._ “.-- --.--- 

9 7 5 5  S W  C o m m e r c e  Circle,  Su i te  8 2  8 2 5  Cha l lenger  Drive,  G r e e n  Bay,  W I 5 4 3 1  l -8328  

E N Z Y M A T IC T H E R A P Y  W~lsonv i l le ,  O R  9 7 0 7 0  P : 920 .469.1313 .%  F: 888 .570.6460 (Enzymat ic )  

!W C n F ? F c 3 n A a r e a  I’: 503 .582.8386 +  F: 503 .582.0467 , P : 920 .469.9099 9. F: 920 .469.4418 (Phyta)  

O cto b e r  2 0 ,2 0 0 5  

O ffice  o f N u tritio n a l  P r o d u c ts, L a b e l i n g  &  
Dietary S u p p l e m e n ts, H F S  8  1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tritio n  
F o o d  a n d  D r u g  A d m inistrat ion 
5  1 0 0  P a int B r a n c h  Parkway  
Co l l ege  Park , M D  2 0 7 4 0  

la?:  L a b e l  Cla ims/Disc la imers 

D e a r  S ir o r  M a d a m : 

This  letter is to  n o tify y o u  th a t th e  ‘fo l low ing  p r o d u c t is M a n u factured,  P a c k e d , a n d /o r  lXs t$ b u te d  by  E n z y m a tic 
T h e r a p y , Inc. a t 8 2 5  Cha l Ie a g e r  Drive, G r e e n  B a y , W isconsin 5 4 3  1 1  h a s  a  l abe l  th a t c o n ta m s a  sta te m e n t p rov ided  
by  sect ion 403( r ) (6 )  o f th e  Federa l  F o o d , D r u g  a n d  C o s m e tic Ac t. E ~ r n a t~ c ,~ h ~ ~ ~ ~ ~ , Inc. w $ h e s  to  ta k e  a d v a n ta g e  
o f th e  e x e m p tio n  to  sect ion 2 O l(gj(  l ) (C) o f th e  act a n d  comply  with sect ion 4 0 ? { r ) & ) ‘o f th e  act. T h e s e  c la ims a r e  
n o t necessar i ly  fo r  a  p r o d u c t w e  current ly  m a r k e t o r p l a n  to  m a r k e t in  th e  i m m e d i a te  m tu r e , a n d  m a y  b e  exp lora tory  
in  n a tu r e . 

H D L  B o o s te rTM*  
Sk in  (Vit is v in i fera)  ExXxact  

I certify th a t th e  in format ion c o n ta i n e d  in  th is  n o & i c e  is c o m p l e te  a n d  accura te  a n d  th a t E n z y m a tic T h e r a p y , Inc. h a s  
substant ia t ion th a t th e  sta te m e n ts a r e  truthful a n d n o t m is leading.  

By : . 

R o b e r t Doster  
Title: S e n i o r  V ice P r e s i d e n t o f Scienti f ic A ffa i rs 

D a te : /@ /W /& f 

If y o u  h a v e  a n y  q u e s tio n s , p lease  contact  R o b e r tl)oster, S e n i o r  V ice P r e s i d e n t o f Scienti f ic A ffa i rs a t 
( 9 2 0 )  4 0 6 - 3 6 0 8 . 

S incerely,  

Ch ie f F inanc ia l  O ffice r  



(, _,,I 
” 

ENZYMATICTHERAPY 
lMCnR"PnKATED 

mat Betterftk a: - 

!NTECRATIVB FHER&PEUT1CS INC.” IE;NEYMATTC THERAPY’ 
NF Form&q + P~hytoPharmica br 

Tyler Encapsuiatibns 4, Vitaline formulas ~ .WT+OPWARMOCA” 
_-_- __--_ “._” ___- “-..1-----.--.--.----. .- _ I_.. _,..__^_ “-^ II_-_ _-_.-_ l.l ..-___ ---“- _- ..__,___.__ - .._-.. -_. 

9755 S W  Com’merce Circle, Suite f32 825 Chaliengw Drive, Green Bay, WI 5431 l-8328 
Wilsonvilte, OR 97070 P: 921).469,13? 3 + F: 888.570.6460 (Enzymatic) 

P: 503.5828386 * F: 503.582.0467 P: 920.469.~099 9 F: 920.469.4&l 8 (Phyto) 

October 20,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

ICE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following-product is Manufactured, Packed,‘and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay;. Wisconsin 543 I1 has a label that contains B statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc; wishes to take advantage 
of the exemption to section 201 (g)(l)(C) ofthe act and comply with section 4OZ3&)(6) of the act. These claims are 
not necessarily for a product we currently market or Plan to market in the i~~~~te.~~e, and may be exploratory 
in nature. 

increasing HDL cholesterol levels.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation s are truthful and not m isleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of ScientiGc Affairs at 
(920) 406-3608. 

M ichael P. Devereux 
Chief Financial Officer 



_-. I , 

:. 

FNZYMATIC THERAPY 

lNTECRATrVE,~MEffAPEU~~C~ INC.” 
NF Form?as + PhytoPharmica 

Tyier EncapsuiatEww+ Vitafine Forniulas 
^-l.l .--_ -- ._.__ i-l--_l__i .___- ..+..z ___.- “_--_ _“‘ll 

97.55 SW Camkerce Circie, Suite &2 
‘WiIs&s$ife, ,QR 97070 

P: 503.582.8386 * F: SO3.582.C!467 

EblZYMATtC TXIERAPY’ 
t 

PHYt6PWAIMlCA* 
II _..._ -.-... * _.._ “-._-- _. _____ .-_ ._._ - _.-___ -__.-___--__ 
825 Challenger Drive, Creen Bay, WI 5431 l-8328 
P: 920.46$1313 e F: 888.570.6460 (Enzymatic) 

P: 9ZO.469.9099 3 F: 920.469.4418 (Phyto) 

October 20,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, WFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the Ifollowing product is Manufactured, Pa~ked,andlor Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Dtive, Green Bay, Wisconsin 543 11 has a label that eonta$ns a statement provided 
by section 403(r)(6) of the Federal Food,, Drug and Cosmetic Act. Enzymatic Therapy, Ino, wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with section ~$03(r)(6) ofthe act. These claims are 
not necessarily for a product we currently market or,plan to market in the i~~~~te’~t~~, and may be exploratory 
in nature. 

and immune systems.* 

I certify that the information contained in this not&e is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

@dx 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs, , 

Date: &?/W/&l 

If you have any questions, piease contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

P . 
Michael P. Devereux 
Chief Financial Officer 



JNTEGIATJVE ~JiERAPEJJTJCS WC.” ENIYJMAT~JC TWERAPY’ 
NF Fsrmu,las c PhytoPharrnica a 

., 

FN~~MATICTHFRA~Y 
INGi3RPORAfEB 

wbatBetterju9 ifkc 
- 

Tyler Encapsulations rt Vitaline Fcjrmolas I .I .I Ifl_-.-lll- ---- x1 --,- A-- 1-1”- ,.n_... ,_^ -. 
9755 SW Cammerce Circle, Suite 82, 

Wilsar&He, OR 97070 
P: 503S82.8-386 + F: 503.5820467 

PHYTOPHARMJCA” 
^“-“.~l_ll-~“l..._- . ----.- -.-, _-_ .,--_ -_ ..-. I,- -.^_- --_--_ 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: WO.469.1313 * F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 e F: 920.469.4418 (Phyto) 

October 20,200s 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration ’ 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed,-and;larE)is~ibuted by Enzymatic 
Therapy, Inc. at 825 ChaIlenger Drive, Green Bay, Wisconsin 543 11 has a label that eont$ns’a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymat@ ‘l$r~py, QIQ* wishes to take advantage 
of the exemption to section’20l(g)(l)(C) of.the act and compIy.with section 4#3@)(6):of tb$ wt. These claims are 
not necessarily for a product we currently market Or-plan to market in the i~~d~~e -future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that En@matic Therapy, Inc. has 
substantiation that the statements are truth&l and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE ‘FHERAPEUTl~S WC;‘” ’ ENXY MATtC THERAPY” 
NI: FormuCas Q Phgtobharmica & 

P)PYTOPHARMICA” Tyler Encapsulations B Vitaline Formulas -- ,-.,. _ ̂,._. IX _.--I. -A. .I. _ _I ...I .,..-- .-- --r.- _ .__...” --, ,I “.I_. _-.. ---. . ---..- - --_ -_ _-.^-__-- ._._.___I -___ 
9755 SW Commerce Circle, Suite 52 923 Challenger Drive, Green Bay, WI 5431 I-8328 

WilsonvWle, OR 97070 P: 920.4$9:rl 313 G F: 888.570.6460 (Enzymatic) 
P: 503.582.8386 “, F: 503.582.0467 P: 920.469.9099 c F: 920.469.4418 (Phyto) 

October 20, 2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the follouling product is Manufactured+ P~ked,.a~~o~ D&tributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay; Wisconsin 543 11 has a label that conta@s a statement provided 
by section 403(r)(6) of the FederalFood, Drug and Cosmetic Act. Enzymatic Therapy,‘Inc. wishes to take advantage 
of the exemption to section‘ 201 (g)(l)(C) cf the act and comply with section 453(@(6) ofthe act. These claims are 
not necessarily for a product we currently market orplan to market in the immediate future, and may be exploratory 
in nature. 

HDL BoosteW” Helps maintain healthy bloodflow and Alpha Lipoic Acid “(ALA) 
healthy heart contraction.* 

I I r 

I certify that the information contained in this notico is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: I 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert h)oster, Senior Vice President of Scientific. Affairs at 
(920) 406-3608. 

Sincerely, 

WP 
. 

Michael P. Devereux 
Chief Financial Officer 



,- 

INTEGRATIVE TUEttAPEUTiCi INC.” 
NF f%xmulas * PhytoPharmica 

Tyler Encapsuia&ns + Vitaline Formulas - ---.--- ““.--_-_” __.. II_^xI---_-_-ll_ -__-., 
9755 SW Commerce Circle, Suite B2 

FNZ~MATIC THFRA~Y Wilsonville, OR 97070 

1 f-t !2 t-2 R P c! R A 1‘ E D P: 503.$82.8$86 a Ft 503.582.0467 

October 20,200s 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

i 

ELNPYR+iATlC THERAPY’ 
?a 

PHYTOPHARMICA’ 

825 ChaHenger Drive, Green Bay, WI 5431 l-8328 
P: sP20.469.1313 + F: 888.570.6460 (Enzymatic) 

P: 9Zq.469.9099 9 F: 920.469.4418 fPhyto) 

This letter is to notify you that the following product is Mauufactured, Packed, an&or “Dis~b~ted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that containsa statement provided 
by section 403(r)(6) of the Federal,Faod, Drug and Cosmetic Act. Enzym& Therapy, Inc, wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with Section 403(~)(6)~of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate titure, and may be exploratory 
in nature. 

I certify that the information contained, in this not& is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
~@~~ 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: /b /u, h$ 

If you have any questions, please contmt Robert Roster, Senior Vice Presiden~,of Sciences Affairs at 
(920)406-3608. 

Sincerely, 

Chief Financial O fficer 



INTEGRATIVE FNERAPEUTi,CS INC.” 
NF Formuias + PhvtoPharmica 

,.: , Tyler Encapsulitions G Vitaline Formulas 
II.‘,,.. ---- _.--. 1.. “.---“~LI.-.l-I.~_-- --.- --.-.“-,_ -.^ ._ 

9755, SW Commerce Circle, Suite B2 

ENZYMATIC TIERA~Y Wilsonville, OR 97070 

Ir46-DRPORA-?-EG P: 503.582.8~86 +a F: SU3.582.0467 

October 20,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS‘810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

E)JZYNIATIC THERAPY” 

AHYfOPHq4.RMICA” 
-l.--_-.l-._-.l-_ .- -... -- -.-- - _.-_-.__-_ ._ ̂ ..^ .-__ ^._____ 
8% Challenger Drive, Green Bay, WI 5433 I-8328 
P: 920.469;1313 8 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 * F: 920.469.4418 (Phyto) 

REL Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the ‘following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at X25 Challenger Drive, Green Bay,‘Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic~Therapy,. Jnc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r)(6) of$~e act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate ‘fitture~ and may be exploratory 
in nature. 

shown to support healthy lipid profiles 
by significantly increasing BDL 
cholesterol levels,” 

I certify that the information contained in this notice. is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
~~~~ 

Robert Doster 
Title: Senior Vice President of Scientific,Affairs 

Date: MiW/o-s’ 

If you have any questions, please contact Rabert Doster, Senior Vice President of Scientific Af%irs at 
(920) 406-3608. 

Sincerely, 

Michael P. Devereux 
Chief Financial Officer 



“, 

tNTECRATSVt XfWERAPEtiTICS INC.- 4@&ZYMAXIC THERAPY’ 
‘NF Forrn~la~ + PhytoPharmica 6x 

Tyler EncapsuM~ns + Vitaline Formu& I-~.-_-__I .-._-- A.,“. l.- --.. _--_l_-l_ .““- . 
9755 S W  Commerce Circle, Suite 62 

Wilsonville, OR 97070 
P: 503.582.8386 c F: %3.582.0467 

.l,-l_. *--_-.“.^ __. - ,.^.^.__._ ̂- . -__ . .._ - __. .._ ““_ .._I__I__x. 
825 Challenger prive, Green Bay, WI 5431 T-8328 
Fb 920.469:1313 9 F: 888.570.6460 (Enzymatic) 

p: 92OAB9.9099 * F: 920.469.44-i 8 (Phyto) 

October 20,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Neutron 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

R!3: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the followingproduct is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, pVisconsin 543 11 has a label that-cbnt&ns’a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc, wishes to take advantage 
of the exemption to section 201(g)(l)(C) &he act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market &plan to market in the immediate f@ttre, and may be exploratory 
in nature. 

HDL Booster?* Powerful amioxiclants that s*port the Toco$rii%ldls 
health of arteries;i Shown, in clinical 
study, to support healthy cholesterol 
levels already ~w&hin the normal range,* 

I certify that the information contained in this n&e. is complete and accurate and that. Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not m isleading. 

By: 
Robert Dbster 

Title: Senior Vice President of Scientific -Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientifi? Affairs at 
(920) 4063608. 

P . 
M ichael P. Devereux 
Chief Financial Officer 


